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SEC'lTION 5
510(k) SUMMARY

1. Submitter

Boston Scientiftic Corporation
100 Boston Scientific Way
Marlborough, MA 0 1752
Telephone: 508-683-4296
Fax: 508-683-5939

Contact: Tarn Paul
Regulatory Affairs Specialist 11
Date Prepared: March 21, 2014

2. Device

Trade Namec: CaptivatorM1 EMR Device
Common Name: Enldoscopic Mucosal Resection (EM R) Device
Classification Name: Endoscope and/or accessories
Regulation Number: 876.4300
Product Code: FII
classification: Class It

3. Predicate Devices

Cook Ireland Duette Multi-Band Mucoseetomny Device (K050578)

4. IDevice Description

The CaptivatorM EMR Device is an endoseopie niucosal resection device consisting of a ligator
cap with ligation bandls, a band igator handle, an Clctrosurgical snare, and a pathology kit. The
ligator cap and band ligator handle aire attached to an endoscope, and bands are deployed one at ai
timle to capture mucosal tissue as pseudopolyps, which arc clectrosurgically removed using the
snare. The device is capable of performing multiple resctions. The banding portion of the
device is made up of a clear ligator cap with elastic bands stretched around the outer
circumference of the cap. Bands arc deployed by actuating the handle, The ligator (levice allows
thle introduction ofanl elctr-ostirgical snare for endoscopic therapies. A pathology kit is also

provided as a procedural aid which is used to handle tissue samples for histological processing.
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5. Indication for Use:

The CaptivatoTI EMR Device is indicated for endoscopic mnucosal resection in thie Lipper Gl
tract

6. TI'chniological Characteristics:

The proposed CaptivatoTM EMI( Device shares similar design fcatures and function with the
Cook Ireland Duette Multi-Band Mucosectomy Device (K(050578) and the cap size of the
Olymnpus Distal Attachment (K(984358).

Thle proposed device has the saine intended use and is placed using the samne methodology as thle
predicate device (Cook Ireland Duette Multi-Band Mucosectomny Device (K050578)) via
ligation-assisted EMR. The Cook Ireland Duette Multi-Band Mucoseetomy Device is a ligation-
assisted device and the Olympus Distal Attachment is used to perform cap-assisted EMR. All
three devices utilize a cal) to suction and capture tissue during an EMIR procedure. In addition to
sharing a similar capl feature, the Captivator'M EMR Decvice and the Cook Ireland Duette Multi-
Band Mucosectomy Device function similarly, as they airc both used to perform ligation-assisted
EMR.

7. Perform auie IDa i:

Non-clinical testing was successfully performIled Oil the l)Ioposed Captivato TM EMR D~evice.

Biocomnpatibility 'esting Summary:
Bioconmpatibility was evaluated in accordance with EN ISO 10993-1:2009, and the following
tests were performed with acceptable results onl the patient contacting portions of the
CaptivatorM EMR Device: Cytotoxicity, Sensitization, Irritation, Acute Systemic Toxicity, and
USPI' Physicochemlical Test.

Performance Testing Summary:
Non-clinical comparative pcrl'ornmntcc bench testing was successfully completed to establish
substantial equivalence between the proposed CaptivatorM FMR Device and thle predicate Cook
Ireland Duette Multi-Band Mucoseetomy Device (K050578). This testing included but was not
limited to system suction delivery efficiency with snare, band ultimate tensile force, and snare
loop to pull wile tensile strength.

8. Conclusion:

Boston Scientific has demonstrated that the proposed Captivator"'I EMt Device is substantially
equivalent to thle currently marketed Cook Ireland Duete Multi-Band Mucosectomy Device
(K050578).
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July 21, 2014

Boston Scientific Corporation
Tara Paul
Regulatory Affairs Specialist
100 Boston Scientific Way
Marlboro, MA 01752

Re: K 140726
Trade/Device Name: Captivatofrm EMR Device
Regulation Number: 21 CFR§ 876.4300
Regulation Name: Endoscope and/or accessories
Regulatory Class: Class II
Product Code: FDI
Dated: June 04, 2014
Received: June 06, 2014

Dear Tara Paul,

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and.Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Pants 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing
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(21 CPR Part 807): labeling (21 CFR Pait 80 1); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
f'orth in the quality systems (QS) regulation (21 CFR Part 820): and if applicable, the electronic
product radiation control provisions (Sections 5 3 1 -542 of the Act); 21 CER 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address
lhtt://xw-.[li-.Liv/vediclDevices/Resourceslor-)ou/idutvN/defaUtilthtrn. Also, please note
the regulation entitled. "Misbranding by reference to premnarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under tlie MDR regulation (21
CFR Part 803), please go to
hittij://ww%%w.fdca.Qov/MedicalDevices/Saf'ctv/ReportaProblen/defauILlt.hitni for the CDRH's Office
of Surveillance and Biometrics/Division of Postrnarket Surveillance.

You 'ray obtain other general information on y'our responsibilities under the Act from the
Division of' Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7 100 or at its Internet address
lto ://%vww.t'cla.,,)ov/M ed icalDev ices/Re SOu rcesf'otYou/1Tidu strv/defILit. htm.

Sincerely yours.

Benja riiiHj_'Rvti sher -S

Benjamin R. Fisher, Ph.D.
Director
Division of Reproductive. Gastro-Renal,

and Urological Devices
Office of Device Evaluation
Center for Devices and Radiological HeIalth

Enclosure
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SECTION 4
INDICATIONS FOR USE

STATEMENT

5 10(k) Number (if known): To Be Determined

Device Name: CaptivatorTM EMR Device

Indications for Use: The Captivatorm EMR Device is indicated for endoscopic mucosal
resection in the upper GI tract.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Part D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Benjamin:R. Fisher -S
2014.07.2 1 17:39:21 -04'0O'

Premaiket Notification, Captivator"' EMR Device
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